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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
09/22/2008 has been entered. 

Specification 

2. The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: wherein the side opening member is "configured to deform 
away from the lower edge of the lead body so as to enlarge the side opening." 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/777,496 
Art Unit: 3731 



Page 3 



4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 1-3, 5-9, and 11 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gardeski etal. (US 2003/0181935 A1). 

With regard to claims 1 and 9, Gardeski et al. (hereinafter Gardeski) discloses a 
device for removing a guide catheter from a linear lead (see entire document). The 
device comprises a body (62) having a front, rear, upper, and lower edge. The edge 
sides are all relative placement terms such that the upward side, as shown in the 
figures, can be deemed a lower edge. Furthermore, the device is configured for use in 
an upward down placement which would cause the lower and upper edge to be as such 
shown below. 

As shown in Figure 4 and below, Gardeski discloses a distal lead management 
segment (51) having an outer surface and comprising a side opening member, the rear 
or front opening ([0050]). The lumen through the side opening (72) overlaps the 
instantly claimed central opening since it is sized to engage the linear lead. The distal 
lead management segment is adjacent the lower edge and positioned between the front 
and rear edges of the body. Additionally, the device of Gardeski only secures the linear 
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lead so that it is adapted to allow the guide catheter to pass about an outer surface of 
the distal segment. 



Lower Edqe 




Front Edae 



Upper Edqe 



A blade (60) is mounted on the distal lead management segment (51) and 
connected to the body (62) by a connecting segment located between the lower edge 
and the distal segment (column 7, line 61 through column 8, line 10). As shown in 
Figure 3 and below, the distal lead management segment comprises a rear portion (53) 
that extends distal of the blade and overlaps the instantly claimed outer surface. 
Therefore, the blade is then mounted between the lower edge and this outer surface. 

Upper Portion of 
Web 



Lower Edqe 
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Upper Edqe 



FIG. 3 70 

The blade is further disclosed as having a sawtooth configuration, which clearly 
overlaps the first and second cutting portions ([0045]). Further, a notch would be 
present between each cutting portion. 

Gardeski does not specifically disclose (i) the connecting segment as a web or 
(ii) the side opening member configured to deform and such that the linear object can 
be snapped into the central opening. 

With regard to (i) above, it is the examiner's position that it would have been 
obvious at the time of the invention to one ordinary skill in the art for the connecting 
segment to comprise several cavities. This would advantageously reduce the weight of 
the device which allows for easier manipulation. Therefore, the connecting segment of 
Gardeski comprising several cavities would clearly overlap the instantly claimed web. 
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As shown above, the web of Gardeski connects to the lower edge of the device 
and includes an upper portion and a lower portion. The upper portion connects to the 
lower edge of the body. Additionally, the distal lead management segment is connected 
directly to the lower portion of the web. 



Upper Portion of 
Web 



Lower Portion of 
Web 




With regard to (ii) above, Gardeski teaches that the central opening (72) is 
sufficiently deep to receive the entire linear lead body ([0051]). Gardeski further 
disclose the central opening and side opening member comprised of a low durometer 
polymer ([0059]). Since a low durometer polymer is capable of deforming when 
contacted, it would have been obvious at the time of the invention for the central 
opening and side opening member of Gardeski to be sized accordingly so that the linear 
lead is snapped into the central opening causing the polymer of the side opening 
member to deform. Therefore, it would have been obvious to one of ordinary skill in the 
art at the time of the invention for the side opening member to be initially smaller than 
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the linear lead and expand and deform when the lead is inserted into the device. This 
would allow for a tighter fit on the lead. When the polymer expands so that the lead is 
placed on the device, the side opening deforms and opens further so that the opening 
sides move away from the linear lead. 

With regard to claim 2, since the cutting blade (60) is positioned close to the 
distal lead management segment and comprises the notch, it is the examiner's position 
that the notch is proximate the distal segment (Figure 3). 

With regard to claim 3, Gardeski also discloses an arcuate side opening forming 
a central opening and therefore overlaps the instantly claimed proximal segment. 



With regard to claim 5, Gardeski discloses a device for removing a guide 
catheter from a linear lead comprising a proximal and a distal segment. Gardeski 
further teaches wherein channel (72), which runs through the proximal and distal 
segments, varies in size and shape along the length of the channel. Although Gardeski 
does not specifically disclose wherein the distal segment has a forward smaller 



Proximal 
Segment 
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diameter and a rearward larger diameter, since this limitation is within the scope of 
Gardeski, it would have been obvious to one of ordinary skill at the time of the invention 
for the distal segment of Gardeski to have a forward smaller diameter and a rearward 
larger diameter. 

With regard to claims 6 and 11, Gardeski, discloses laterally opposing wings. 
One wing, as shown below, comprises the distal tip portion of nose (53) with the other 
wing being the equivalent on the other side of the device. Each wing is angled 
downward and is rearward of the blade. 




FIG. 3 

With regard to claim 7, it is also the examiner's position that when the distal 
segment comprises a forward smaller diameter and a rearward larger diameter, a 
transition point would be created between these two segments. As shown in Figure 3, 
the wings would be close to the transition point and therefore adjacent. 

With regard to claim 8, Gardeski discloses a nose (53) extending from the distal 
segment and adapted to be inserted within the guide catheter (Figure 3; [0047]). 
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Response to Arguments 

6. Applicant's arguments, filed 09/22/2008, with respect to Brenner (US 6,497,681 
B1) have been fully considered and are persuasive. The rejection has been withdrawn 
since Brenner does not disclose a side opening member having a first dimension 
smaller than a diameter of the linear lead such that the side opening member is 
configured to deform so that the linear lead can be snapped into the central opening. 

7. Applicant's arguments filed 09/22/2008 have been fully considered but they are 
not persuasive. Applicants argue that the side opening and central opening of Gardeski 
is not capable of retaining the lead without a user applying pressure. However, the 
instant claims do not limit the device such that a user's input is restricted. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMY T. LANG whose telephone number is (571)272- 
9057. The examiner can normally be reached on M-F 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



12/15/2008 
/Amy T Lang/ 
Examiner, Art Unit 3731 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



